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DETAILED ACTION 

Current Status of / 0IS37747 

1 . In the instant application, claims 1 , 2, 5, 6, 1 3, 1 4, 1 7, 24, 25, 3 1 , 34, 49, 50, 5 1 , and 53, and 54 
are pending. 

2. The rejections under 35 U.S.C. I 1 2 2 nd paragraph have been overcome by the amendment filed 
1 8 June 2009. 

3. The double patenting objections have been fixed by the amendment filed 1 8 June 2009. 

Priority 

4. In the instant application, priority for the entire genus of claim I goes back to 5 December 2003 
(PCT/US03/38706). Priority for compounds in which variable A is a bicyclic group of 8- 1 2 atoms, L is 
alkenyl, variable B is a bond, one instance of variable D is C, another instance of variable D is NRi has 
priority back to 60/465583, filed 25 April 2003. Priority for compounds in which variable A is bicyclic 
ring of 8- 1 2 atoms or a tricyclic group of 1 2- 1 6 atoms and L is alkyl, alkenyl, or cycloalkyl goes back to 
60/43 1 406, filed 6 December 2002. Provisional application 60/43 1 406 provides support for instances of 
variables R 2 where variable B is C and variable D is C or N. The same provisional application provides 
support for an instance of variable R 2 where each instance of D is a different Carbon group (see pages 
33 and 34 of 60/43 1 406). All other compounds encompassed by instant formula I have priority back to 
5 December 2003. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in ( I ) an application for patent, published under section 1 22(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application 
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for patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 I (a) shall have the effects for purposes of 
this subsection of an application filed in the United States only if the international application designated the 
United States and was published under Article 2 1 (2) of such treaty in the English language. 

6. Claims 1 , 24, 25, 3 1 , and 49 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Adrianjara et al. (WO 2002064572, published 22 August 2002). Adrianjara teaches the following 
compounds: variable A is benzodioxole or 4-methoxy-phenyl; Ri is H or Me, D is NRi, where Ri is H, 
methyl, benzyl, 4-carboxy-benzyl, 4-cyano-benzyl, 4-fluorobenzyl, or 4-C0 2 Me-benzyl; D (next to 
variable B) is a C(O) group; and variable B is a bond. These compounds are recited in example I6I 
(page 1 46), 1 63 (page 1 47), 1 64 (page 1 49), 1 65 (page 1 5 1), 1 66 (page 1 5 1), step 2 product of example 

1 64 (page 1 50), and step 3 product of example 1 64 (page 1 50). The last two compounds described are 
synthetic intermediates. Pharmaceutical compositions containing these compounds are described (page 
32, line 1 2 through page 35, line 5). Intravenous administration is described from page 33, line 24 
through page, line 7. Tablets and kits thereof are described (page 33, lines 20-23). 

7. Claims 1 , 2, 5, 24, 25, 3 1 , and 49 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Miller etal. (WO 200 1 027 1 03, published 1 9 April 200 1). Miller teaches compound 4 (page 1 5). In 
compound 4, variable A is I -methyl-indol-2-yl, NRi is NMe, L is C2-alkenyl, NRi of R2 is NH, D next to 
C(O) is NMe, and D next to B is CH2, and B is a bond. Pharmaceutical compositions are described 
(page 1 8, line lOto page 1 9, line 1 6). Liquid compositions (which include intravenous forms) are 
described (page 1 8, lines 1 6- 1 9). Capsules are described (page 1 8, line 24 to page 1 9, line 2). 

8. Claims 1 , 2, 5, I 3, 1 4, 24, 25, 3 1 , and 49 are rejected under 35 U.S.C. 1 02(e) as being anticipated 
by Berman et al. (US 20060 1 42265, published 29 June 2006, claims priority to 60/455 1 89, filed 1 7 March 
2003). Berman teaches compound 4 (page 39). In this compound, variable A is I -methyl-indol-2-yl, NRi 
is NMe, L is C=C, NR, of R 2 is NH, D next to C(O) of R 2 is NMe, D next to variable B is methylene, 
and B is a bond. Formulations are described (paragraphs 0620 through 0639, pages 50 through 52). 
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Intravenous formulations are specified in paragraph 0620, line 8. Capsules are described as well (page 
0625, page 5 1). 

The applied reference has a common inventor and assignee with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 102(e). 
This rejection under 35 U.S.C. 1 02(e) might be overcome either by a showing under 37 CFR I . I 32 that 
any invention disclosed but not claimed in the reference was derived from the inventor of this 
application and is thus not the invention "by another," or by an appropriate showing under 37 CFR 

I. 131. 

9. Claims 1 , 24, 25, 3 1 , and 49 are, are rejected under 35 U.S.C. 1 02(e) as being anticipated by 
Nahra et al. (WO 2004014869, published 1 9 February 2004, priority to 60/403520, filed I 3 August 
2002). Nahra teaches compounds 26, 27, and 28 (pages I 52- 1 53). In these compounds, variable A is 4- 
methoxy-phenyl, 3-pyridyl, or 5-pyrimidinyl, NR| is NH, NR| of R2 is NMe, D (next to C(O) of R2) is 
NR|, wherein Ri is CH2-(4-(carboxy, SMe, or isopropyl)-phenyl, D (next to variable D is methylene, and 
B is a bond. Dosage forms are described (Page 171, line 3 to page 181, line 3). Intravenous forms are 
described (page 171, line 7) as well as tablet forms (page 171, lines 19-23). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

II. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 1 48 USPQ 459 ( 1 966), 
that are applied for establishing a background for determining obviousness under 35 U.S.C. 1 03(a) are 
summarized as follows: 
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I. 
2. 
3. 
4. 



Determining the scope and contents of the prior art. 

Ascertaining the differences between the prior art and the claims at issue. 

Resolving the level of ordinary skill in the pertinent art. 

Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 



1 2. Claim I is rejected under 35 U.S.C. 103(a) as being unpatentable over Sladowska et al. (Farmaco, 
Edizione Scientifica, 1986, 41(12), 954-963). 
Determining the scope and contents of the prior art 

Sladowska teaches compounds XIX (page 956). In this compound, A is phenyl, NRi is NH, NRi of R 2 is 
N(benzyl), D (next to C(O) is NMe, D (next to B) is C(O), and B is a bond. The [2,3-d] ring is 
substituted with a methyl at its 2-position. These compounds is being used as anti-inflammatory, 
depressive, and analgesic compound (page 955, paragraph one). 
Ascertaining the differences between the prior art and the claims at issue 
In instant formula I, ring R2 is unsubstituted on the pyridine portion. In compounds XI and XIX, the 2- 
position of the pyridine ring is substituted with a methyl group. 
Resolving the level of ordinary skill in the pertinent art 

Those of relative skill in the art are those with level of skill of the authors of the references cited to 
support the examiner's position. The relative skill of those in this art is MD's, PhD's, or those with 
advanced degrees and the requisite experience in preparation of compounds of the elected group. 
Considering objective evidence present in the application indicating obviousness or 
nonobviousness 

Sterling Drug Inc. v. Watson, Comr. Pats. (1 08 USPQ 37) teaches that the test to be applied in the matter 
of the patentability of a compound that is a homologue of another is that the beneficial characteristics 
are both unexpected and obvious." 

In a comparison of the instant case and Sladowska, the only difference is the existence of a 2-methyl 
group instead of 2-H group. This compound is a final product in the paper, and it is mentioned that 
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these compounds have utility (although not in the same field). Based on the therapeutic potential of this 
compound (as described by Sladowska), it would be obvious to try compound XIX in the same method 
of use as the instant application. 

Allowable Subject Matter 

I 3. Claims 34, 53, and 54 appear free of the prior art of record. 

1 4. Claims 6, 50, and 5 1 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim and any 
intervening claims. 

1 5. Nahra (same reference as above) does not teach compounds where A is an oxygen-containing 
heterocyclic ring or compounds in which B is CHi. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to NOBLE JARRELL whose telephone number is (571)272-9077. The examiner can 
normally be reached on M-F 7:30 AM - 6:00 P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. 
James O. Wilson can be reached on (57 1 ) 272-066 1 . The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http.V/pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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